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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)E3 Responsive to communication(s) filed on 29 March 2005 . 
2a)D This action is FINAL. 2b)H This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 1 1 , 453 O.G. 21 3. 

Disposition of Claims 

4) [3 Claim(s) 7-76 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) £3 Claim(s) 1-76 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

11) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

1 2) E3 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 
a)(3 All b)Q Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.Q Certified copies of the priority documents have been received in Application No. . 

3.S Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) S Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5) □ Notice of Informal Patent Application (PTO-152) 

Paper No(s)/Maii Date . 6) □ Other: . 

U.S. Patent and Trademark Office 

PTOL-326 (Rev. 7-05) Office Action Summary Part of Paper No./Mail Date 200601 1 1 
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DETAILED ACTION 

1 . Receipt is acknowledged of applicant's Oath filed 3/29/2005. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claims 12-14, 28-30, 42-44, 58-60, and 72-24 are rejected under 35 U.S.C. 112, 
second paragraph, as being indefinite for failing to particularly point out and distinctly 
claim the subject matter which applicant regards as the invention. Each of the 
aforementioned claims includes the limitation "compounding ratio" in the 2 nd line of the 
claims. A ratio by definition is the relationship between two quantities, for example as 
applicant has shown in instant claim 1 1 . The claims in question only reference one 
ingredient and state a percentage range, which does not constitute a ratio by definition. 
Thus, the claims are vague and indefinite. 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

5. Claims 1-7, 9-10, 15, 17-23, 25-26, 31-37, 39-40, 45, 47-53, 55-56, 61-67, 69-70 
and 75 are rejected under 35 U.S.C. 102(b) as being anticipated by Yoshinari et al. (US 
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2001/0001 106 A1). Claims 1-16 and 31-46 are product-by-process claims and as such 
they will be treated as product claims and not as method claims. Yoshinari discloses a 
composition that may be in the form of a tablet comprising D-mannitol and other various 
ingredients including pharmacologically active components such as pravastatin sodium, 
sweeteners, disintegrators such as low-substituted hydroxypropylmethylcellulose, 
carboxymethylcellulose, crospovidone and croscarmellose sodium, glidants such as 
light anhydrous silicic acid, synthetic aluminum silicate, silicon dioxide, calcium silicate, 
and magnesium silicate aluminate, and lubricants such as magnesium stearate, calcium 
stearate, stearic acid, and talc (abstract; paragraphs 0050, 0064-0065). Yoshinari also 
discloses D-mannitol having a specific surface area of not less than about 1 m 2 /g and 
exemplifies D-mannitol having specific surface areas of 0.7 m 2 /g and 0.5 m 2 /g 
(paragraph 0018, example 1). Yoshinari also exemplifies the claimed hardness of 20N 
or higher in figures 1 , 5, 6, and 8. Yoshinari further discloses methods of making the 
invention comprising the steps of granulating and compressing (examples). Yoshinari is 
silent to the particular limitation concerning solubility, however the disclosure of the 
specific compound pravastatin sodium inherently fulfills the claimed limitation, "wherein 
the solubility of the water-soluble pharmacologically active ingredient in water is 1 mg/ml 
or more" as it is stated on page 23 of the instant specification as well as on 
Cosmobio.com that pravastatin sodium has a solubility of about 100 mg/ml in water. 
Thus, the disclosures of Yoshinari render the instant claims anticipated. 
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6. Claims 1 -3, 7-11,1 3-1 9, 23-27, 29-33, 37^1 , 43-49, 53-57, 59-63, 67-71 , and 
73-76 are rejected under 35 U.S.C. 102(b) as being anticipated by Ohta et al. (US 
2001/0014340 A1). Claims 1-16 and 31-46 are product-by-process claims and as such 
they will be treated as product claims and not as method claims. Ohta discloses a 
rapidly disintegrating tablet comprising various ingredients including D-mannitol, an 
active ingredient, light anhydrous silicic acid, a disintegrant such as crospovidone, 
croscarmellose sodium, and low substituted hydroxypropylcellulose, a lubricant such as 
magnesium stearate, stearic acid, stearyl alcohol, sucrose fatty acid ester and talc, a 
sweetening agent, a flavoring agent, and a coloring agent (pages 1-2; example 3). In 
particular, Ohta discloses that magnesium stearate is coated on a metal mold and dies 
of a hydraulic press exemplifying that the lubricant is contained on the outer surface of 
the tablet (example 3). Ohta also discloses disintegration times of less than 30 seconds 
and hardness properties comparable to the claimed 20N or higher (table 1) as well as 
weight percentages of the active. ingredient and light anhydrous silicic acid being 0.01- 
30% and 0.01-1%, respectively (paragraphs 0046 and 0049). The disclosure of these 
weight percentages fulfills the claimed ratio of pharmacologically active ingredient to 
adsorbent as being from 1:10 to 10:1. Ohta discloses weight percentages of D-mannitol 
being about 60-95% and the disintegrant being about 1-10% (paragraphs 0045 and 
0047). Ohta further discloses methods of making the invention including the steps of 
granulation and compression (paragraph 0044). Thus, the disclosures of Ohta render 
the instant claims anticipated. 
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Conclusion 



7. 



All claims have been rejected; no claims are allowed. 



Correspondence 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Casey Hagopian whose telephone number is 571-272- 
6097. The examiner can normally be reached on M-F from 8:00 am to 5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Carlos Azpuru, can be reached at 571-272-0588. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 





Casey Hagopian 
Examiner 
Art Unit 1615 



